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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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Detailed Action 

Response to Restriction/Election 

Applicant's response to the species election without traverse filed on 2/21/08 is 
acknowledged. The applicant elected Group I which includes claims 1-5, 7-16 and 23- 
30. Upon further review the Examiner recognized that claim 30 is drawn to the method 
of claim 19 which has been cancelled without traverse. In turn, in the interest of 
compact prosecution this claim has been withdrawn by the Examiner for being part of a 
non-elected group. Claims 1-5, 7-16, 23-29 will now be examined on the merits. 

Objections to the Claims 

Claim 14 is objected to because of the typo "heparin-bind" instead of heparin- 
binding. Please make appropriate corrections. 



Claim Rejections - 35 USC § 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 or 
103 that form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Or in the alternative 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Claims 1-5, 7-14, and 23-29 are rejected under 35 U.S.C. 103(a) as obvious over 
Goerges et al. (Abstract from Annual Meeting of the Professional Research Scientists 
on Experimental Biology. New Orleans.Louisiana, Available March 20, 2002) in light of 
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support by Midwood et al. (Methods in Cell-Matrix Adhesion, 2002) and in light of 
Miralem et al. (Oncogene (2001) 20, 5511-5524). 

These claims are to a device comprising the following: 

o An extracellular matrix (ECM) with an internal pH between 4.0 and 6.0, 
o This ECM contains either heparin or a heparin related compound such as 

heparin sulfate (HS) or heparin sulfate proteoglycan (HSPG) that is 

bound to a protein. 

o This protein has a pH dependant binding to the heparin or heparin related 
compound 

The claims are further limited to the protein being VEGF such as VEGF121 or 
VEGF165 that has a heparin-binding consensus sequence that is a glycene-like 
box as limited in claims 8-1 1 . The claims further limit that the internal pH is 
between 5 to 6 or about 5.5. 

Goerges et al. teach an ECM that contains HSPG that has an increased 
binding affinity for VEGF165 as the pH is decreased. ECM inherently contains 
fibronectin as supported by Midwood et al. (pg 145). The fibronectin inherently 
binds to VEGF as supported by Miralem et al. (Figure 2 and page 5521, col 2, 
top). Thus the ECM of Goerges et al. will inherently comprises fibronectin which 
will inherently bind VEGF. VEGF165 has a heparin-binding consensus sequence 
with a sequence that matches SEQ ID 1 , as well as the sequence limitations of 
claims 9, 10 and 24-26 (see Applicant's Specification, pg 5). 
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Claims 13, 27-29 contain product by process limitations that the device must be 
formed In situ in a subject". Product by Process claims are not limited by the 
manipulations of the recited steps, only the structure implied by the steps (M.P.E.P. § 
21 13). As such, these methods of preparation do no impart a functional relationship to 
the device and are not given patentable weight. Therefore since these claims do not 
add further structural limitations to the previous claims they are obvious as well. 

Claim 14 limits that the composition is a kit that contains: 
o heparin or heparin-related compound in a vial 

o a second vial containing fibronectin or a protein containing a heparin-binding 
domain. 

The supporting reference by Miralem et al. shows that both heparin and fibronectin are 
available independently and commercially (pg 5521 coM, middle and col 2, top 
respectively). Therefore one of ordinary skill in the art would recognize that grouping 
items that commercially available into a kit is obvious since fibronectin and heparin are 
used in the same experiments. 

Therefore claims 1-5, 7-14, and 23-29 are obvious in view of the above 
references. 

Claims 1-5, 7-15, and 23-29 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Goerges et al. as applied to claims 1-5, 7-14, and 23-29 above, and 
further in view of Bell et al. (U.S. Patent # 6179872, January 2001). 
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While Goerges et al. teach an ECM they do not teach that their ECM is encased 
in a film, hydrocolloid, hydrogel, foam, gelatin, bead, bondage, and cellophane. Bell et 
al. teach that ECM can be encased into a biopolymerfoam (col 8, lines 25-30). It would 
be obvious to one of ordinary skill in the art to use the ECM in the invention of Bell et al. 
since the ECM of Georges et al. this would be a simple matter of substituting one ECM 
for another (2144.06 II). 

Therefore claims 1-5, 7-15, and 23-29 are obvious in view of the above 
references. 

Claims 1-5, 7-14, 16 and 23-29 rejected under 35 U.S.C. 103(a) as being 
unpatentable over Goerges et al. as applied to claims 1-5, 7-14, and 23-29 above, and 
further in view of Soker et al. (BIOCHEMICAL AND BIOPHYSICAL RESEARCH 
COMMUNICATIONS, 1994). 

Claim 16 limits the size of the heparin related compound to an 
oligosaccharide of 8-1 6 sugars. Goerges et al. does not teach the size of their HSPG. 
Regardless this would be obvious to one of ordinary skill in the art by the time the 
invention was made in view of the teachings of Soker et al. They teach that the length 
of the heparin directly effects the binding activity of VEGFi 6 5 (Soker, pg 203, Middle of 
Page). Indeed Soker et al. teach that heparin compounds of 16-18 sugars inhibits 
binding (Soker, Figure 3A). Therefore it would be obvious to optimize the length of the 
heparin to ensure the correct binding activity is achieved via routine optimization using 
Soker et al. as a guide. 
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Therefore claims 1-5, 7-14, 16 and 23-29 are obvious in view of the above 
references. 

No claims are currently allowed in this application. 

In response to this office action the applicant should specifically point out 
the support for any amendments made to the disclosure, including the claims 
(MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP § 2163.06 for 
interpreting claims, it is noted that other art may be applicable under 35 U.S.C. § 102 or 
35 U.S.C. § 103(a) once the aforementioned issue(s) is/are addressed. 

Applicant is requested to provide a list of all copending U.S. applications 
that set forth similar subject matter to the present claims. A copy of such copending 
claims is requested in response to this Office action. 
CONTACT INFORMATION 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Thane Underdahl whose telephone number is (571) 

272- 9042. The examiner can normally be reached Monday through Thursday, 8:00 to 
17:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
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published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Thane Underdahl 
Art Unit 1651 



/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 



